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REMARKS 

Favorable reconsideration of the pending claims is respectfully requested in view of the 
above amendments and following remarks. Claims 2-5. 10, 17, .19, 20 and 22-28 are pending in the 
application, with claims 1 9 and 20 being in independent format. 

The rejection of claims stated in the final Office action mailed June 7, 201 1 was appealed, 
with a request for review pursuant to the Pre- Appeal Brief Conference Pilot Program. Prosecution 
was re-opened as a consequence of the Pre-Appeal Brief Review, and a new non-final action was 
mailed Feb. 22, 2012. This submittal is in response to the non-final action and is being submitted 
within the shortened statutory period set for response. No extension of time fee is therefore required. 

Claims 3.9 and 20 are amended for purposes of clarification. Claim 19 is amended to recite 
the catheter element prior to the recitation of the rotatabie torque tube and liner in an effort to clarify 
the structural relationships among the claim elements. The catheter has a proximal end terminating 
within the housing at an aspiration site and a distal end terminating at an operating head, and the 
catheter forms an aspiration lumen extending from the aspiration site to the operating head. This 
aspect of applicants' claimed aspirating catheter device is described, for example, in the 
specification as filed and as published at Paragraphs 0049 and 0050, Claim 19 has also been 
amended to clarify that the liner terminates distally at an intersect area located proximal to the distal 
end of the torque tube and within the aspiration lumen, and to specify that liquid infused into the 
flood space during operation of the aspiration catheter deviee forms a seal around the proximal end 
of the torque tube and exits the flood space at the intersect area within the aspiration lumen. These 
aspects of applicants' claimed aspirating catheter device are described, for example, in the 
>n as filed and as >| i \ 00 < i I _ 1 i a j > ! 

is similarly amended. Applicants submit that these amendments are supported by the specification 
as it was originally filed arid do not give rise to prosecution history estoppel. 

Claim rejections under 35 CSC §103 

Claims 2-5, 10, 17, 19, 20, 22-24 and 26-28 stand rejected under 35 USC § 103(a) as being 
unpatentable over U.S. Patent no. 5,217,474 to Zacca et al. in view of U.S. Patent No. 6,080,170 to 
Hash et ah Claim 25 stands rejected 35 USC § 1 03(a) as being obvious over Zacca et al in view of 
Nash et al. and further in view of US Patent No. 6,258,052 to Miio. This rejection is respectfully 
traversed in view >f the clarifying arm c tent pn * >te< above md Ik ex| n \ « ks 
< idvd hJ w \t tf ts , m icvponse rely on the amendments and argument - m- . in 
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appealed, but changes the order of the primary and secondary references. Prosecution of this 
i| } k itc m *fnlnt!<f < //> \m n>h tn*t>t>i t m' m - / xamnn t pdfou \ 

her review of this Amendment and Reply to discuss applicants' pending claims and their 
patentability in view of the prior art relied upon for rejection and this response. 

y> l i t pi' Itl i. vi k 1 HI }> > I tl r li i v !> O m I I <| 

0 to p v'\ n n I tluif ! n viotn » tbc s vs u !m ! son \5pie tS» mt *w > 
drive shaft enters an area of high vacuum, typically at the pro; una I cod of an aspiration lumen. 
Relating drivt i cailu i ieaih I | i t ! i 

vsn usti n < I 1 i' i na ham an di i "mi hu 1 i s ? V the m 

shaft rotates at high speed during operation of the medical device, the mechanical seals break down 
and 3m > o sc to t ' m m s u d d m a > i 

id a; j I i * .mi vn mi in i tan in i i it I iotque tube ,v a 

seal i sit vnhin a hot mo in J the lu u . uns a H. . J muvC ixtv en lie ippt hmi ^ufaec and 
the torque. Liquid is infused into the flood space formed between the liner and the torque tube at the 
I He o I 0 'uionwJi t i \ I hi. I <] t ! i iuon in t « h 

|it mbm providing a seal that prevents air and other fluids 1 o it entering the system at the sealing 
site. I i t o a is t s ) ) ti t >s t d ut t < 1 1 >k m i 

1 u i i o to i 1 ) i t n 
> ^ u ^ us \ * \ ) ) U! <. ) !a i 1 t in i t 0 

withdrawn with aspirate as the system operates. 

Both Zacca et at. and Nash et al. teach interventional catheter devices that have infusion 
s iii! hn tfo 1 s if I fo s t moh i Ut i ; t! tit The 

mm sm \p, I r m J i i m v, dm ! m Jo v 'i 

a 1 ku surto i ) t > < i v. it* h v t i s^ tern ss 

, e \ <• r h i l -in i t m' ii 
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< u d i as n tut I t p k t t ! v. t o s i } t 1 

and h tuner s a, of an outer > < m ( I I). \s s , n in I . am. d .aihekr ! > md 
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therefore annular space 34. terminates at a distal region proximal of the working head. The 
Examiner refers to catheter (14} of Zacea ci ah as a 'Miner" and the terminal location of catheter (14) 
Lis an "intersect area." Zacca et al. specifically refer to catheter (14) as an outer catheter (See, e.g.. 
Col. 6. lines 39-44. Figs. 1-3 and 5), while in applicants' claimed device, the liner is explicit}? 
positioned within the catheter. The outer catheter of Zacca et at. cannot be referred or considered 
equivalent to the "liner" as recited in applicants' claims; the outer catheter of Zacca et al. is neither 
structurally nor functionally equivalent to the liner specified in applicants' claims, Furthermore, the 
catheter (14) of Zacca et al. does not terminate at an 'intersect area" as recited in applicants' pending 
independent claims. Applicants claim pec if ti it tb lines ixtends from a sealing site (within the 
housing) longitudinally less than the axial length of the torque tube and terminates distally at an 
intersect area located proximal to the distal end of the torque tube ami within the aspiration lumen. 
Zacca' s atherectomy assembly does not have an aspiration lumen and its outer catheter (14) thus 
cannot create an ■"intersect area" as claimed, positioned within an aspiration lumen. Zacca et al. thus 
fail to disclose or suggest either a "liner" element or an 'intersect area" as specified in applicants" 
pending claims. 

The Examiner acknowledges that Zacca et al. fail to disclose an "aspiration catheter" that 
encloses the torque tube and liner and provides an aspiration lumen and relies on Nash et al. for 
disclosure of an aspiration catheter. Nash et ai. disclose an atherectomy catheter in which a distal 
working head impacts occlusive material to open a lumen and infusate liquid is introduced through a 
catheter jacket (34) adjacent the working head, Infusate exits the interior of catheter jacket (34) 
through ports in a shroud positioned at the working head (See, Col 8, lines 48-59 and Figs. 3, 4.) 
The infusate delivered to the site of the working head, as well as blood and debris generated during 
operation of the Nash device, are withdrawn by aspiration through a guide catheter positioned 
proxhnaily of the infusion location. Positioning the guide catheter forming the aspiration lumen a 
distance proxhnaily of the working head and infusate exit is required to provide the desired How 
characteristics lor debris, blood and infusate. (See, e.g.. Fig. 10). The fluid flow system of Nash et 
al. is carefully managed by adjustment of infusate and aspiration Dow rates and by positioning the 
aspiration entry at a distance proximaily of the infusion exit to create a differential flow adjacent the 
working head, to assist the withdrawal of debris generated by operation of the working he.-.tT {See. 
Col. 5, lines 6-15.) Although the Examiner posits moving the guide catheter of Nash et ah (as 
applied to Zacca et al.) to a position where its distal end extends beyond the distal end of the infusate 
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catheter of Nash et al. would defeat the purpose and destroy the function of the Nash et a!, system. 

! „ t 1 ,t o 1 v i • r >i i < it u - t I „• v , v< i irs 

this fashion, 

' > hi int i > | ^ 5 , m n > t si s u >i , li \ 1 < 

et aS. that would result in applicants' claimed aspirating catheter device. Furthermore, applicants 
s ,bm i b u <. tx i N >< ^| U i n < m s< M > < ' o 1 i iK n in > \ - t ' 

it t v. ithoKM >o <<. t<. - lit h s i pjooo-wc h K \ s -i e 1 he f \ mine- 

states that it would have been obvious to one of ordinary skill in the art to enclose the atherectomy 
do, ire of /acca with an aspmtfion unlvetes . as teetgra by Nash, in order to provide a means for 
removing debris from the treatment' site and preventing it from {lowing into other areas of the 
1 i 'earn {s t ' i Nut - utmu jan't > 1 1 p t >t ' > ' ■ a et ah teach that the 
< . 1 "d by 1 ,1 I ci t h n u 00 • k \\1 n "be, <. I u, e 

be disposed of naturally by the body. Zacea et ai. thus explicitly teach that there is no need for debris 
0 1 to i! t c; parag p{ f a s' N "it) 1 t et al thus teaches 

hi . ,t' t im h n id 11 o ak N 1 oa it). b d)e oaten s 1 <. combination 

mNb Ik ^ i . talcs tl n f 1 i h, <. i >ot tbu.. 'u sp nl o ot nm 
manipulated to meet the claim limitations because the. catheter, torque lube arid liner recited Irs 

c t eia n ! mponc is is not trite \p i< ' rotatable to 1 

tttbc ts connected, proxmirdlyy to the drive system: the proximal end of the catheter terminates within 
using at an a c > \nd o! 1 f hues t bonded t n. ui md tls 
j eb b it « n t t On ta<\ * tJto ^ 

recited in lines 1 1-12 of claim 19 and section t'c) of Nairn 20, is not a recitation of the relative 

t « U 1 fit "> < e • 1 >oj i ti i( ' < t i 1 

m i v. mn f < \ 1 i iik tooo n 1 ^it < U ^ v. o -. > ' \ 1 I 

? s t up '..'sra'c-.' -/d N ttit * it 1 i .aid oaO b 1 n i! paicraahte weiphi 

Applicants submit that the pending claims are novel arid non-obvious and satisfy (he 
eno t >i j u s it I a ■> , t un i hi i j'I )K h 1 i Is 

respectfully solicited. 
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Conchidin a Rgroa rks 

(/' pending claims are not deemed to he hi allowably farm as a result of this 
A ma ad meat and Reply, the undersigned requests a phone interview with (he Examiner to discuss 
applicants* pending claims and their patentability in view of the prior art relied upon for refection. 




Dale; May 22, 2012 



Speckman Law Group pu.,c 
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